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Legal Name:
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2. Applicant’sD-U-N-SNumber‘ ‘ “ ‘ “ ‘ ‘ ‘ ‘ ‘ 6. Novice Applicant D Yes D No
3. Applicant's T-I-N ‘ “ ‘ ‘ ‘ ‘ ‘ ‘ 7. Isthe applicant delinquent on any Federal debt? D Yes D No
4. Catalog of Federal DomesticAssjstance#:S H 4I ‘ ‘ ‘ ‘ (If“Yes,” attach an explanation.)

Title:

8. Type of Applicant (Enter appropriate letter in the box.)

5. Project Director: A State G Public College or University

Address: B Loca H Private, Non-Profit College or University

_ C Specia District I Non-Profit Organization
City Sate ZIP Code + 4 D Indian Tribe J Private, Profit-Making Organization
E Individua K Other (Specify):
Tel. #: Fax #: F Independent School
District
E-Mail Address.

Application Information

12. Are any research activities involving human subjects planned at any

9. Type of Submission:
time during the proposed project period?

—PreApplication —Application
D Construction D Construction D Yes (Go to 12a.) D No (Go to item 13.)

D Non-Construction D Non-Construction
12a. Areall theresearch activities proposed designated to be exempt

from the regulations?
10. Is application subject to review by Executive Order 12372 process? D

. . Yes (Provide Exemption(s) #):
D Yes (Date made available to the Executive Order 12372 D

process for review): No (Provide Assurance #):

13. Descriptive Title of Applicant’s Project:
D No (If “No,” check appropriate box below.)

D Program is not covered by E.O. 12372.
D Program has not been selected by State for review.

Sart Date: End Date:
11. Proposed Project Dates:

Estimated Funding Authorized Representative Information

142 Federal $ 00 15. To the best of my knowledge and belief, all datain this preapplication/application are true
. er : and correct. The document has been duly authorized by the governing body of the appli-
cant and the applicant will comply with the attached assurancesif the assistanceis awarded.
b. Applicant $ .00 - - -
a. Authorized Representative (Please type or print name clearly.)
c. State $ .00
b. Title
d. Loca $ .00
e. Other $ .00 c. Te.# Fax #:
d. E-Mail Address:
f. ProgramIncome $ .00
| 9 TOTAL $ .00 e. Signature of Authorized Representative Date:




1.

10.

12.

12a.

Instructions for ED 424

Legal Nameand Address. Enter thelegal name of applicant andthe 12a. |f Human Subjects Research isNot Exempt from Human Subjects

name of the primary organizational unit which will undertake the as-
sistance activity.

D-U-N-S Number. Enter the applicant’s D-U-N-S Number. If your
organization does not have a D-U-N-S Number, you can obtain the
number by calling 1-800-333-0505 or by completing aD-U-N-SNum-
ber Reguest Form. The form can be obtained via the Internet at the
following URL: http://www.dnb.com.

Tax ldentification Number. Enter the taxpayer’sidentification num-
ber as assigned by the Internal Revenue Service.

Catalog of Federal Domestic Assistance (CFDA) Number. Enter
the CFDA number and title of the program under which assistance is
reguested. The CFDA number can be found in the federal register no-
tice and the application package.

Project Director. Name, address, telephone and fax numbers, and e-
mail address of the person to be contacted on matters involving this
application.

Novice Applicant. Check “Yes’ or “No” only if assistance is being
reguested under a program that gives special consideration to novice
applicants. Otherwise, leave blank.

Check “Yes” if you meet the requirementsfor novice applicants speci-
fied in the regulationsin 34 CFR 75.225 and included on the attached
page entitled “ Definitions for Form ED 424.” By checking “Yes’ the
applicant certifies that it meets these novice applicant requirements.
Check “No” if you do not meet the requirementsfor novice applicants.

Federal Debt Delinquency. Check “Yes’ if the applicant’sorganiza-
tion is delinquent on any Federal debt. (This question refers to the
applicant’s organization and not to the person who signs as the autho-
rized representative. Categories of debt include delinquent audit dis-
allowances, loans and taxes.) Otherwise, check “No.”

Type of Applicant. Enter the appropriate |etter in the box provided.
Type of Submission. See“Definitionsfor Form ED 424" attached.

Executive Order 12372. See“Definitionsfor Form ED 424" attached.
Check “Yes" if the application is subject to review by E.O. 12372.
Also, please enter the month, day, and four (4) digit year (e.g., 12/12/
2001). Otherwise, check “No.”

Proposed Project Dates. Please enter the month, day, and four (4)
digit year (e.g., 12/12/2001).

Human SubjectsResearch. (Seel.A."Definitions’ in attached page
entitled “ Definitions for Form ED 424.”)

If Not Human Subjects Research. Check “No” if research activities
involving human subjects are not planned at any time during the pro-
posed project period. The remaining parts of Item 12 are then not
applicable.

If Human Subjects Research. Check “Yes’ if research activitiesin-
volving human subjects are planned at any time during the proposed
project period, either at the applicant organization or at any other per-
formance site or collaborating institution. Check “Yes’ even if the
research is exempt from the regulations for the protection of human
subjects. (See I.B. “Exemptions’ in attached page entitled “ Defini-
tions for Form ED 424.")

If Human Subj ects Resear ch isExempt from the Human Subjects
Regulations. Check “Yes' if all the research activities proposed are
designated to be exempt from the regulations. Insert the exemption
number(s) corresponding to one or more of the six exemption catego-
rieslistedin|.B. “Exemptions.” Inaddition, follow theinstructionsin
I1.A. “Exempt Research Narrative” in the attached page entitled “ Defi-
nitionsfor Form ED 424.” Insert thisnarrativeimmediately following
the ED 424 face page.

12a.

13.

14.

15.

Regulations. Check “No” if some or al of the planned research ac-
tivities are covered (not exempt). In addition, follow the instructions
inl1.B. “Nonexempt Research Narrative” inthe page entitled “ Defini-
tions for Form ED 424.” Insert this narrative immediately following
the ED 424 face page.

Human Subjects Assurance Number. If the applicant has an ap-
proved Federa Wide (FWA) or Multiple Project Assurance (MPA)
with the Office for Human Research Protections (OHRP), U.S. De-
partment of Health and Human Servi ces, that coversthe specific activ-
ity, insert the number in the space provided. If the applicant does not
have an approved assurance on file with OHRP, enter “None.” Inthis
case, the applicant, by signature on the face page, is declaring that it
will comply with 34 CFR 97 and proceed to obtain the human subjects
assurance upon request by the designated ED official. If the applica-
tion is recommended/sel ected for funding, the designated ED official
will request that the applicant obtain the assurance within 30 days
after the specific formal request.

Note about Institutional Review Board Approval. ED does
not require certification of Institutional Review Board ap-
proval with the application. However, if an application that
involves non-exempt human subjects research is recommended/
selected for funding, the designated ED official will request
that the applicant obtain and send the certification to ED
within 30 days after the formal request.

Project Title. Enter abrief descriptivetitle of the project. If more
than one program isinvolved, you should append an explanation on a
separate sheet. If appropriate (e.g., construction or real property
projects), attach amap showing project location. For preapplications,
use a separate sheet to provide a summary description of this project.

Estimated Funding. Amount requested or to be contributed during
the first funding/budget period by each contributor. Value of in-kind
contributions should be included on appropriate lines as applicable. If
the action will result in adollar change to an existing award, indicate
only the amount of the change. For decreases, enclose the amountsin
parentheses. If both basic and supplemental amounts are included,
show breakdown on an attached sheet. For multiple program funding,
use totals and show breakdown using same categories asitem 14.

Certification. To be signed by the authorized representative of the
applicant. A copy of the governing body’s authorization for you to
sign this application as official representative must be on file in the
applicant’s office. Be sureto enter the telephone and fax number and
e-mail address of the authorized representative. Also, in item 15e,
please enter the month, day, and four (4) digit year (e.g., 12/12/2001)
in the date signed field.

Paperwork Burden Statement. According to the Paperwork Reduc-
tion Act of 1995, no persons are required to respond to a collection of
information unless such collection displaysavalid OMB control num-
ber. Thevalid OMB control number for thisinformation collectionis
1875-0106. Thetimerequired to completethisinformation collection
is estimated to average between 15 and 45 minutes per response, in-
cluding the timeto review instructions, search existing dataresources,
gather the data needed, and complete and review the information col-
lection. If you have any comments concerning the accuracy of the
estimate(s) or suggestions for improving this form, please write to:
U.S. Department of Education, Washington, DC 20202-4700. If you
have comments or concerns regarding the status of your individual
submission of this form write directly to: Joyce I. Mays, Application
Control Center, U.S. Department of Education, Potomac Center Plaza,
550 12th Street SW, Room 7076, Washington, DC 20202-4260.




Definitions for Form ED 424
|

Novice Applicant (See 34 CFR 75.225). For discretionary grant
programs under which the Secretary gives specia consideration to
novice applications, a novice applicant means any applicant for a
grant from ED that—

Has never received a grant or subgrant under the program
from which it seeks funding;

Has never been amember of a group application, submit-
ted in accordance with 34 CFR 75.127-75.129, that re-
ceived agrant under the program from which it seeksfund-
ing; and

Has not had an active discretionary grant from the Federal
government in the five years before the deadline date for
applications under the program. For the purposes of this
requirement, a grant is active until the end of the grant’s
project or funding period, including any extensionsof those
periodsthat extend the grantee’ sauthority to obligate funds.

In the case of a group application submitted in accordance with 34
CFR 75.127-75.129, a group includes only parties that meet the
reguirements listed above.

Typeof Submission. “Construction” includes construction of new
buildings and acquisition, expansion, remodeling, and alteration of
existing buildings, and initial equipment of any such buildings, or
any combination of such activities (including architects’ fees and
the cost of acquisition of land). “Construction” also includes re-
modeling to meet standards, remodeling designed to conserve en-
ergy, renovation or remodeling to accommodate new technologies,
and the purchase of existing historic buildings for conversion to
publiclibraries. For the purposesof this paragraph, theterm “equip-
ment” includes machinery, utilities, and built-in equipment and any
necessary enclosures or structures to house them; and such term
includesall other items necessary for the functioning of aparticular
facility asafacility for the provision of library services.

Executive Order 12372. The purpose of Executive Order 12372
isto foster an intergovernmental partnership and strengthen
federalism by relying on State and local processes for the
coordination and review of proposed Federal financial assistance
and direct Federal development. The application notice, as
published in the Federal Register, informs the applicant asto
whether the program is subject to the requirements of E.O.
12372. In addition, the application package contains information
on the State Single Point of Contact. An applicant is still eligible
to apply for agrant or grants even if its respective State, Territory,
Commonwealth, etc. does not have a State Single Point of
Contact. For additional information on E.O. 12372 go to http://

12.46.245.173/pls/portal 30/catal og. REQ_FOR_12372.show.

PROTECTION OF HUMAN SUBJECTSIN RESEARCH
I. Definitions and Exemptions

A. Definitions.

A research activity involves human subjects if the activity
is research, as defined in the Department’s regulations, and
the research activity will involve use of human subjects, as

defined in the regulations.
—Research

The ED Regulations for the Protection of Human Subjects, Title
34, Code of Federal Regulations, Part 97, define research as “a
systematic investigation, including research development, testing
and evaluation, designed to develop or contribute to generalizable
knowledge.” If an activity follows a deliberate plan whose pur-
pose is to develop or contribute to generalizable knowledge, it is
research. Activitieswhich meet this definition constitute research
whether or not they are conducted or supported under a program
which is considered research for other purposes. For example,
some demonstration and service programs may include research
activities.

—Human Subject

Theregulations define human subject as“aliving individual about
whom an investigator (whether professional or student) conduct-
ing research obtains (1) data through intervention or interaction
with theindividual, or (2) identifiable private information.” (1) If
an activity involves obtaining information about a living person
by manipulating that person or that person’s environment, as might
occur when a new instructional technique istested, or by commu-
nicating or interacting with the individual, as occurswith surveys
and interviews, the definition of human subject is met. (2) If an
activity involves obtaining private information about a living per-
son in such a way that the information can be linked to that indi-
vidual (the identity of the subject is or may be readily determined
by the investigator or associated with the information), the defini-
tion of human subject is met. [Private information includesinfor-
mation about behavior that occurs in a context in which an indi-
vidual can reasonably expect that no observation or recording is
taking place, and information which has been provided for spe-
cific purposes by an individual and which the individual can rea-
sonably expect will not be made public (for example, aschool health
record).]

B. Exemptions.

Research activities in which the only involvement of human sub-
jects will be in one or more of the following six categories of ex-
emptions are not covered by the regulations:

(1) Research conducted in established or commonly accepted edu-
cational settings, involving normal educational practices, such as
(a) research on regular and specia education instructional strate-
gies, or (b) research on the effectiveness of or the comparison among
instructional techniques, curricula, or classroom management meth-
ods.

(2) Research involving the use of educational tests (cognitive, di-
agnostic, aptitude, achievement), survey procedures, interview pro-
cedures or observation of public behavior, unless: (a) information
obtained is recorded in such a manner that human subjects can be
identified, directly or through identifiers linked to the subjects;
and (b) any disclosure of the human subjects’ responses outside
the research could reasonably place the subjects at risk of criminal
or civil liability or be damaging to the subjects’ financial standing,



employability, or reputation. |f the subjectsare children, exemp-
tion 2 applies only to research involving educational tests and
observations of public behavior when the investigator(s) do not
participate in the activities being observed. Exemption 2 does
not apply if children are surveyed or interviewed or if the re-
search involves observation of public behavior and the
investigator(s) participate in the activities being observed. [Chil-
dren are defined as persons who have not attained the legal age for
consent to treatments or proceduresinvolved in the research, under
the applicablelaw or jurisdiction in which theresearch will be con-
ducted.]

(3) Research involving the use of educational tests (cognitive, di-
agnostic, aptitude, achievement), survey procedures, interview pro-
cedures or observation of public behavior that is not exempt under
section (2) above, if the human subjects are elected or appointed
public officials or candidates for public office; or federal statute(s)
require(s) without exception that the confidentiality of the person-
aly identifiable information will be maintained throughout the re-
search and theresfter.

(4) Researchinvolving the collection or study of existing data, docu-
ments, records, pathological specimens, or diagnostic specimens,
if these sources are publicly available or if the information is re-
corded by theinvestigator in amanner that subjects cannot beiden-
tified, directly or through identifiers linked to the subjects.

(5) Research and demonstration projects which are conducted by
or subject to the approval of department or agency heads, and which
are designed to study, evaluate, or otherwise examine: (@) public
benefit or service programs; (b) procedures for obtaining benefits
or services under those programs; (c) possible changesin or alter-
nativesto those programs or procedures; or (d) possible changesin
methods or levels of payment for benefits or services under those
programs.

(6) Taste and food quality eval uation and consumer acceptance stud-
ies, (@) if wholesome foods without additives are consumed or (b)
if afood is consumed that contains a food ingredient at or below
the level and for ause found to be safe, or agricultural chemical or
environmental contaminant at or below the level found to be safe,
by the Food and Drug Administration or approved by the Environ-
mental Protection Agency or the Food Safety and Inspection Ser-
vice of the U.S. Department of Agriculture.

Il. Instructions for Exempt and Nonexempt Human
Subjects Research Narratives

If the applicant marked “ Yes’ for Item 12 on the ED 424, the appli-
cant must provide a human subjects* exempt research” or “nonex-
empt research” narrative and insert it immediately following the
ED 424 face page.

A. Exempt Research Narrative.

If you marked “Yes’ for item 12a. and designated exemption
numbers(s), provide the “exempt research” narrative. The narra
tive must contain sufficient information about the involvement of
human subjects in the proposed research to allow a determination
by ED that the designated exemption(s) are appropriate. The nar-
rative must be succinct.

B. Nonexempt Research Narrative.

If you marked “No” for item 12a. you must provide the “nonex-

empt research” narrative. The narrative must address the follow-
ing seven points. Although no specific page limitation applies to
this section of the application, be succinct.

(1) Human Subjects I nvolvement and Characteristics: Provide
a detailed description of the proposed involvement of human sub-
jects. Describe the characteristics of the subject population, in-
cluding their anticipated number, agerange, and health status. |den-
tify the criteria for inclusion or exclusion of any subpopulation.
Explain therationalefor the involvement of special classes of sub-
jects, such as children, children with disabilities, adults with dis-
abilities, persons with mental disabilities, pregnant women, pris-
oners, institutionalized individuals, or others who are likely to be
vulnerable.

(2) Sourcesof Materials: Identify the sources of research material
obtained from individually identifiable living human subjects in
the form of specimens, records, or data. Indicate whether the ma-
terial or datawill be obtained specifically for research purposes or
whether use will be made of existing specimens, records, or data.

(3) Recruitment and Informed Consent: Describe plans for the
recruitment of subjects and the consent proceduresto be followed.
Include the circumstances under which consent will be sought and
obtained, who will seek it, the nature of the information to be pro-
vided to prospective subjects, and the method of documenting con-
sent. Stateif the Institutional Review Board (IRB) has authorized
amodification or waiver of the elements of consent or the require-
ment for documentation of consent.

(4) Potential Risks: Describe potential risks (physical, psychologi-
cal, social, legal, or other) and assess their likelihood and serious-
ness. Where appropriate, describe alternative treatments and pro-
cedures that might be advantageous to the subjects.

(5) Protection Against Risk: Describe the procedures for protect-
ing against or minimizing potential risks, including risks to confi-
dentiality, and assess their likely effectiveness. Where appropri-
ate, discuss provisions for ensuring necessary medical or profes-
sional intervention in the event of adverse effects to the subjects.
Also, where appropriate, describe the provisions for monitoring
the data collected to ensure the safety of the subjects.

(6) Importance of the Knowledgeto be Gained: Discusstheim-
portance of the knowledge gained or to be gained as aresult of the
proposed research. Discuss why the risks to subjects are reason-
able in relation to the anticipated benefits to subjects and in rela-
tion to the importance of the knowledge that may reasonably be
expected to result.

(7) Collaborating Site(s): If research involving human subjects
will take place at collaborating site(s) or other performance site(s),
name the sites and briefly describe their involvement or rolein the
research.

Copiesof the Department of Education’s Regulationsfor the Pro-
tection of Human Subjects, 34 CFR Part 97 and other pertinent
materials on the protection of human subjects in research are
available from the Grants Policy and Oversight Staff, Office of
the Chief Financial Officer, U.S. Department of Education, Wash-
ington, D.C. 20202-4250, telephone: (202) 245-6120, and on the
U.S. Department of Education’s Protection of Human Subjects
in Research Web Site at http://www.ed.gov/about/offices/list/ocfo/
humansub.html.



